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Application/Control Number: 10/81 1 ,198 Page 2 

Art Unit: 1646 

DETAILED ACTION 

Election/Restrictions 

1. Applicant's election of Group I, Claims 1-7, in the reply filed on 03/23/2006 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

2. Applicants' preliminary amendment filed upon 08/24/2004 has been entered. Claims 
1-19 are pending. Claims 1-7 are currently under consideration. All other claims are 
withdrawn from further consideration pursuant to 37 CFR 1.142(b) as being drawn to 
a nonelected invention. 

Information Disclosure Statement 

3. The information disclosure statement filed on 08/23/2004 has been considered in full 
and a signed copy of the form PTO-1449 is attached to the office action. 

Drawings 

4. The drawings filed on 03/26/2004 are accepted by the Examiner. 

Claim Rejections —35 U.S.C.§ 101 

5. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions 
and requirements of this title. 
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6. Claims 1-7 rejected under 35 U.S.C. 101 because the claimed invention is not 
supported by either a specific and substantial asserted utility or a well-established 
utility. 

Claims 1-7 are drawn to an isolated antibody that specifically binds to a protein 
receptor comprising the amino acid sequence of SEQ ID NO: 2 and a pharmaceutical 
composition comprising the antibody. The claimed invention is not supported by 
either a specific and substantial asserted utility or a well-established utility. A specific 
and substantial utility is one that is particular to the subject matter claimed and that 
identifies a "real world" context of use for the claimed invention which does not 
require further research. 

The specification discloses that the polypeptide of SEQ ID NO: 2 belongs 
structurally to the purinergic receptor family (P2Y family) but functionally is a 
pyrimidinergic receptor, preferably a UTP-specific receptor (lines 25-27 of page 2). 
Nonetheless, the instant disclosure fails to provide any sufficient information or 
evidence on the specific biological functions or physiological significance of the 
molecules of the present invention and fails to disclose a patentable utility for the 
claimed invention. 

The specification does not disclose a specific and substantial utility for the 
claimed invention. The specification discloses that incubation of the cells expressing 
the receptor protein of SEQ ID NO: 2 with UTP causes the accumulation of inositol 
triphosphate (see, e.g., Fig. 4). The specification asserts that the polypeptide of SEQ 
ID NO: 2 is a pyrimidinergic receptor, preferably a UTP-specific receptor (lines 25-27 
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of page 2) and an agonist or antagonist may be used in a pharmaceutical 
composition in the treatment of cystic fibrosis (lines 10-1 1 of page 7). These asserted 
utilities are not specific and substantial because they do not identify or reasonably 
confirm a "real world" context of use. The disclosure neither identifies the biological 
functions of the polypeptide of SEQ ID NO: 2 nor establishes a causative link 
between the polypeptide of SEQ ID NO: 2 and cystic fibrosis. Clearly, further 
research would be required to identify the physiological roles of the molecules of the 
present invention or to establish a causative link between the polypeptide of SEQ ID 
NO: 2 and any particular disease, such as cystic fibrosis. See Brenner v. Manson, 
383 U.S. 519, 148 USPQ 689 (Sup. Ct. 1966), noting "a patent is not a hunting 
license. It is not a reward for the search, but compensation for its successful 
conclusion". 

The invention lacks a well-established utility. A well-established utility is a 
specific, substantial, and creditable utility that is well known, immediately apparent, or 
implied by the specification's disclosure of the properties of a material. The sequence 
and prior art search does not reveal that the polypeptide of SEQ ID NO: 2 of the 
present invention or the antibody that binds to the polypeptide has a well-established 
utility. The specific physiological roles of the polypeptide of SEQ ID NO: 2 remain 
elusive even after the filing date of the instant application. As taught by Nicholas et 
al. (Molecular Pharmacology 50:224-229, 1996J, "unambiguous evidence for 
regulated release of uridine nucleotides is needed to confirm the physiological 
importance of pyrimidinergic receptor-signaling responses (the third paragraph of 
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right column of page 228). Even the specific cellular activities of uridine nucleotides, k 
the ligand of the receptor protein of SEQ ID NO: 2 of the present invention, remain 
unproved (top of left column of page 229). 

No art of record discloses or suggests any property or activity for the claimed 
molecules such that another non-asserted utility would be well-established for the 
compounds. 

7. Claims 1-7 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, since 
the claimed invention is not supported by either a specific and substantial asserted 
utility or a well established utility for the reasons set forth above, one skilled in the art 
clearly would not know how to use the claimed invention. 

Claim Rejections— 35 USC § 112, 1 st paragraph 

8. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

9. Claims 2-7 are rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventors, at the time the application 
was filed, had possession of the claimed invention. 

To provide adequate written description and evidence of possession of a 
claimed genus, the specification must provide sufficient distinguishing identifying 
characteristics of the genus. The factors to be considered include disclosure of 
complete or partial structure, physical and/or chemical properties, functional 
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characteristics, structure/function correlation, methods of making the claimed 
product, or any combination thereof. 

The claims 2-5 are drawn to an isolated antibody that specifically binds to a 
receptor comprising the amino acid sequence of SEQ ID NO: 2, wherein said 
antibody is an agonist or antagonist of said receptor, whereas claims 6 and 7 are 
drawn to a pharmaceutical composition comprising the antibody. 

The specification discloses an isolated polypeptide of SEQ ID NO: 2 and an 
antibody that binds to the polypeptide. However, the instant disclosure does not 
adequately support the scope of the invention of claims 2-7 because the specification 
fails to provide a representative number of species of the claimed genus. In fact, the 
specification does not even disclose a single antibody that is an agonist or antagonist 
of the receptor protein of SEQ ID NO: 2. As acknowledged in the specification (line 
11 of page 18), no specific antagonist was available for any P2Y subtype at the time 
of the filing of the instant application. It is noted that a description of a genus of cDNA 
may be achieved by means of a recitation of a representative number of cDNAs, 
defined by nucleotide sequence, falling within the scope of the genus, or of a 
recitation of structural features common to the genus, which features constitute a 
substantial portion of the genus. Regents of the University of California v. Eli Lilly & 
Co., 119 F3d 1559, 1569, 43 USPQ2d 1398, 1406 (Fed. Cir. 1997). The instant 
disclosure also fails to provide sufficient description information, such as definitive 
structural of the claimed antibody that would act as an agonist or antagonist of the 
receptor protein of SEQ ID NO: 2. Furthermore, the prior art does not provide 
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compensatory structural or correlative teachings to enable one skilled in the art to 
identify the encompassed antibodies as being identical to those instantly claimed. 

Accordingly, one skilled in the art would not recognize from the disclosure that 
the applicant was in possession of the claimed antibodies that act as an agonist or 
antagonist of the receptor protein of SEQ ID NO: 2. 

Conclusion 

10. No Claims are allowed. 

Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ruixiang Li whose telephone number is (571) 272-0875. 
The examiner can normally be reached on Monday through Friday from 8:30 am to 5:00 
pm. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback, can be reached on (571) 272-0961. 

Communications via Internet e-mail regarding this application, other than those 
under 35 U.S.C. 132 or which otherwise require a signature, may be used by the 
applicant and should be addressed to [Brenda.Brumback@uspto.gov]. All Internet e- 
mail communications will be made of record in the application file. PTO employees do 
not engage in Internet communications where there exists a possibility that sensitive 
information could be identified or exchanged unless the record includes a properly 
signed express waiver of the confidentiality requirements of 35 U.S.C. 122. This is 
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Art Unit: 1646 

more clearly set forth in the Interim Internet Usage Policy published in the Official 
Gazette of the Patent and Trademark on February 25, 1997 at 1195 OG 89. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Group receptionist whose telephone number is 
(571)272-1600. 



Ruixiang Li, Ph.D. 
Primary Examiner 
April 9, 2006 




RUIXIANG LI, PH.D. 
PRIMARY EXAMINER 
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